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To: 

Facsimile No.: 
From: 

Re: 
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March 7, 2008 

Examiner Jeffrey S. Lundgrcn 
U-S- Patent and Tradcinark Ol'lice 
Group Art Unit 1039 

571-273-8300 

Michael J. Bcllivcau, Ph.D. 
Rt?g, No. 52,608 

U.S. Patent Application Serial No. 09/61 1,835 

METHODS FOR IDENTIFYING COMBlNA'l lONS OF ENTITIES 

AS THERAPEUTICS 

Slock well et al. 

Filed July 7, 2000 

Attorney Docket No. 50 1 64/002002 

Customer No. 21.550 

Confirmation No. 6924 

1 3, including cover page. 

The following papers are enclosed: 

• Pclilion to Withdraw Notice of Abandonment and Issue 
Notice of Allowance (10 pages) 



Copy of Notice of Abandonment (2 pages) 



NOTICE: This facsimile transmission may contain confidential or privileged information intended for the 
addressee only. If you are nol the addressee, be BWBre that any disclosure, copying, distribution, or use 
of the information is prohibited. If you have received this facsimile transmission In error, please call us at 
617^28-0200 to arrange for its r&turr\ at no cost to you. 
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BECEW£D 
CENTBAUFAXCENTER 

MAR 07^^ 

PATENT 

ATTORNEY 0OCKKT NO. 50164/002002 



Ccrtiliciitc DrTninsniission by Facsimile: Date of Transmission: 



March 7. 20D8 



I hereby f.tirlify under 37 CF R. § 1 thai ihh correspondence is being transmiiicfj by facsimile to the 
ConiTnisHioriur for PalcnLs, P.O. ftox 1450, Alexandria, VA 22313-1450, at jiicsmiile uuiiibcr (571) 273-8300, on the 
date indicated above. 



Printed name of person transmitting facsimile 




giiaturc oi pensun trdnymitting facsimile 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
Applicant: Stockwcll ct al. Confirmation No.: 6924 

Serial No.: 0m\),S'S5 Art Unit: 1639 

Filed: July 7, 2000 Examiner; Jeffrey S. Lundgren 

Customer No.: 21559 



Title: 



METHODS FOR IDBN I II YING COMBINATIONS OF EN I I TIES AS 
THHRAPBUTJCS 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

PETITION TO WITHDRAW NOTICE O F A BANDON MI-NT 

AND ISSUE NOTICE OF ALLOWANCE 

Under 37 C.F.R. § 1.181, Jippliciinls hereby petition to: 

1. Have llie Notice of Abandonment tlial was mailed in connection with the above- 
captioned case on Febniary 1 1 , 2008, a copy of which is enclosed, be withdmwn; and 

2. Have a Notice of Allowance issued stating that claims 1 54-1 56 stand allowed, 
pursuant to die Decision on Rehearing of the Board of Patent Appeals and Intertierenccs 
mailed November 20, 2007. 
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RECEIVED 
CENTRAL FAX eENTER 

Summary of Applicanls' Posiiion 0 J 2008 

The Office erred in mailing a Notice of Abandonment, in view of the fact tiiai the 
Board of Palenl Appeals and Inlcrferences ("the Board") withdrew the sole remaining 
gi'ound of rejection of claims 154-156 in the Decision on Rehearing mailed November 20, 
2007- 

Wherc claims arc found allowable by Uie Board, appHcants need not file a reply to 
the Board Decision. Thus, there is no basis for the Office to have issued a Notice of 
Abandonment, and tlie Notice Should bo withdrawn. Furllicrmorej ;ls provided by the 
M.P.E.P., an Kxariiiner to whom a case h«s been transferred should give full faith ^md 
credit to the prior Examiner's search; should never regard a reversal by the Board as a 
challenge to make a new search to uncover other and better references; and should ii.siie 
the application on the claims which stand allowed. Accordingly, the Office should iijsuc a 
Notice of Allowance stating that claims 154-156 stand allowed. 

Procedural Posture 

Following an extensive examtnation process, applicants appealed to the Board 
from the final Office Action of March 2 1 , 2005^ in which claims 89-156 stood rejected 
under 35 U.SX:. § K)3(a) as impatentable over Stylli et ah (U.S.P.N. 5,985,214; "Slylir'). 
Applicants simultaneously filed a Pre- Appeal Brief Request for Review. The rejection 
under § 103(a) was maintained in the Pre- Appeal Brief Review; accordingly, applicants 
filed an Appeal Brierseekiiig r^^versal of the rejection. In its Decision on Appeal, the 
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Board revert;<;d the Examiner in full, but set forth new grounds of rejection of claims 89- 
1 56 under § 1 03(£i), Applicants then filed a Request for Rehearing seeking, inter alia, 
wit hdrawal of the Bo<ird's new ground of rejection of claims 1 54-1 56. The Boai'd granted 
the Request for Rehearing with respect to claims 1 54- 1 56, witiidi-awing iLs new ground of 
rejection oftheise claims while maintaining its rejection of the remaining claims. 

On Fcbniaiy 5, 2008, Examiner Lundgren telephoned applicants* representative, 
who confirmed tliat applicants; did nul intend to appeal from the Board Decision on 
Rehearing. On February 1 1 , 2008, lo applicants* surprise, the I .xaminer mailed a Notice 
of Abandonment, assetling thai the nppJication was abandoned in view of ''Applicant's 
failure to timely tile a proper reply to the Office letter mailed on 20 November 2007.'' 

Applicants' representative conducled telephonic tntei^^iews with Hxuminer 
Lundgren regarding the Notice of Abandonment on February 27, 2008 and March 4, 
2008. To datCj the Notice of Abandonmcnl hds not been withdrawn. Accordingly, in an 
abundance of caution, applicants tile the present Petition seeking withdrawal of the 
improper Notice of Abandonment and issuance of a Notice of Allowance Ibr claims 154- 
156. 

J he Office I irreci in Mailing a Notice of Abandomncnt 

In the Deci.sion on Appeal mailed April 20, 2007, the Board reversed the Examiner 
in flUL The Board set fortii new grounds of rejection of all claims under 35 U.S.C. 
§ 1 03(a), pursuant to 37 C:>'.K. § 4 1 .50(b); upon reconsideration, the Board withdrew its 
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rejection of claims 154-156 (Decision on Rehearing, mailed November 20, 2007). 'I'husi, 
following the Decision on Kehearing, claims 154-156 were free of all rejections and 
objections, i.e., were allowable. 

Subsequent procedure is governed by 37 C.F.R. § 1, i 97(b) and M.P.P..P, 

§§ 1214.04 and 1214.06. 37 C.F.R, § l.i97(b) provides (emphasis added): 

(!) Proceedings on ah applicaUon are considered tentiinatcd by the dismissal 
<.>ran appeal or the failure lo limely lile an appeal to the court or a civil action 
(§ 1.304) except: 

(i) Where cl^iims $tand aUowed in un applicsition. 

M.P.E.P. § 1214.04 states (emphasis added): 

A cornplctc reversal of the examiner's rejection brings the case up for 
immediate action by the examiner. If the reversal docs not place an application 
in condition for immediate allowance (e.g., tlie Board has entered a ncv^ 
ground of rcjcctioji under 37 CFR *>41 .50(b)<), the cAaminer should refer 
to the situations outlined in MPEP § 1214.06 for appropriate [;mdancc* 

In turn, M,P,E.P. § 1214,06 stales (emphasis added): 

Examiners must be very careful that case files that come back from the Board 
arc not overlooked because every case, except ^applications in which all 
claims stand rejected after the Board's decision, is up for action by the 
examiner in the event no court review ha^* been sought,. . 

IL CLAIMS STAND ALLOWED 

The appellant is not required to file a reply. 

As noted above, claims 154-156 are allowable in the present case, as the Examiner was 

reversed in ftill by the Board, and the Board then withdrew its own rejection of these 

claims. Accordingly, pursuant to M.P.E.P, § 1214,06, applicants arc not required to file a 

reply; rather, the case is up for action by the Examiner, as no court review has been 

sought- 
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In (he Notice of AbHndonnicDt mailed February 1 1, 2008, the Kxuminer asserted 
that the applicfition w^is abandoned in view of "Applicant's faihire to timely file a proper 
reply 10 llic Oniee letter riuiiled on 20 November 2007[,]" i.e., the Decision on Rehearing. 
As provided by 37 C.F.R. § 1.197(b) and M.P.E.P. §§ 1214.04 and 1214.06, there was no 
requircmcfit for aj>plica]iLs cither to appeal from or reply to the favorable Decision on 
Rehearing. Aecordingly, the Notiee of Abandoiinicnt is without merit, and applicaius 
respectfully request that it be withdrawn. 



fhc Office Should Issue a Notice of Allowance for Claim s 1 54-156 

When, as here, the Board reverses or withdraws all rejections of particular claims, 

subsequent procedure is governed by M.P.H.I*. §§ 1214.04 and 1214.06. M.P.H.P, 

§ 1214.04 states (emphasis added): 

The examiner should never rcgai d [] a reversal [by the Board] as a challenge to 
make a new search to uncover other and better references. This is particularly 
so where the application or ex parte reexamination proceeding h;Ls meanwliilc 
been transferred or assigned to an cxaimner otlier than the one who rejected llie 
claims leading lo the appeal, The second examiner should give full laith 
and credit to the prior cxamincr^s search. 

If the examiner has specific knowledge of the existence of a particular 
reference or references which indicate nonpatentability of any of the appealed 
claims a-s to which the examiner was reversed, he or she should submit the 
matter to the Technology Center (TC) Director for authorisation to reopen 
prosecution under 37 CFR 1 . 1 98 for the purpose of eniering the new rejection. 

In the present ease, the Examiner of record prior to and during the Appeal process 

was lixaminer I ran; see, e.g., tlie final OlTice ActiDu mailed March 21, 2005, the Notice 

of Panel Decision fi-om Pre- Appeal Brief Review mailed October 19, 2005, and the 
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Examiner's Answer mailed June 1 5, 2006. Thy present Exarnincr of record i.s lixiiniincr 
Lundgren. Pursuant to M.P.E.P. § 12 14,04, as cited above, the present Examiner ii; lo 
give full faith and eredit to Hxamincr lYinrs previous searches and examination of the 
case. All issues, aside from the obviousness rejection over wSiylli, had been resolved 
before Examiner Tran and her predecessors^ in Ihe course of a thorough examination 
process that included seven Ottlce Actions. As to the remaining rejection, the Board 
reversed Examiner Tran in full, and upon reconsideration, withdrew its own rejection of 
claims lM-156. The stat\is of claims 154-156 is now clear: They are allowable, 

hi the two telephonic intei-views conducted with Examiner Lundgren and 
appHcants' representative sinct receiving the Notice of Abandonment, Examiner 
Lundgren indicated no **specific knowledge of the existence of a particular reference or 
references which indicate nonpatentability of any of the appealed claims as to which the 
examiner was reversed." Accordingly, pursuant to the policy articulated in M.P.lv.iV 
§ 1214.04, it would not be appropriate for the Oftice to embark on a "new search to 
uncover other and better references/' paiticulai ly in the present context of a 
thoroughgoing prior examination process conducted by a different cxaniiiier. Instead, the 
pronouncement of the Board should be adliered to, and a Notice of Allowance should be 
issued for claims 1 54- 1 56. 

To provide further support for applicants* position, applicants again direct the 
Office's attention to M.lMi.P. ij 1214.06, which states (emphasis added): 

6 
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II. CLAIMS STAND ALLOWED 

The appellant is not required to file a reply. The examiner issues ihe 
applicaliufi or cx parte nfexaminatinn certificate on the claims which stand 
allowed... 

)f the Board affimis a rejection of claim 1, claim 2 was objected to prior lo 
appeal as being allowable except for its dependency from claim 1 and 
i]ulci)cMdciii claim 3 \s iilluwcd, the examiner should cancel claims 1 and 2 and 
iijSLie the application or ex parte reexamination certificate wiih claim 3 only. 

IV. 37 CFR *>41 .50(b)< RETRCTION 

Where Ihe l^oard mukcs a new rejection under 37 CFR '**>41 .50(b)< and no 
action is taken with reference thereto by appelUmt within 2 months, the 
examiner should proceed in the manner indicated in paragraphs Mil of 
(his section as appropriate. 

In the ;ibove-cited example, the rejection of claim 1 is affirmed, claim 2 is objected to, 

and claim 3 is allowed, hi such a case, the lixaminer should issue tlie application with 

claim 3 and cancel the other claims. Likewise, here, the Hxuminer should issue tlie 

application with allowed claims 1 54- 1 56, while cancelling the remaining claims. As 

M.P,E.P. § 12 14,06. IV indicates, the existence of a Board rejection under 37 C.F.R. 

§ 4 1.50(b) of tlic remaining claims should not change the procedure followed by the 

Examiner; rather, "the examiner should proceed in the manner indicated in paragraphs 1- 

III of this section as approprialc[,]" i.e., paragraph II in the present case. 

As a final matter, while further search or examination of claims 1 54-156 is 

inappropriate for tlic reasons articulated above, applicants reproduce, for the Ofllcc's 

convenience, the passage from applicanLj' Request for Rehearing filed June 20, 2007 

(pages 3-5) that addressed claims 1 54- 1 56 and ultimately persuaded the Board to 

withdraw its new rejection of these claims: 
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ClaimsJ.54-i56 

Claim 154-156 arc directed to appellants' so-called 'Yank order" screening 
method. In this method^ which is described in tlie specification on page 6, 
lines 21-27, Ihrough page 7, lines 1-6, before combindtions are tested^ at least 
100 compounds are tested individually for activity against tost cells. 
Compounds that demonstrate activity individually are then tested as large 
numbers of combinations. For the Board's convenience, claim 154 is 
reproduced below. 

]S4. A method of discovering a detiired Iwo or higher order combination of 
compounds having the ability to affect a biological property of living cells in a 
way that is indicative ol the potential for thci"apcutic efficacy in an aninia], said 
method comprising the steps of; 

(a) contacting living test cells wiili at 100 compounds under conditions 
that ensure that eacli compound/test cell contacting is segregated from the 
others J 

(b) detecting or measuring a biological property of said test cells, 

(c) selecting compounds that cause a cliange in said biological property 
relative to said biological property of said test cells not contacted with said 
compounds, 

(d) contacting at least 49 unique two or higher order combinations of the 
selected compounds of step (c) with living tesl cells under conditions tliat 
ensure that each contacting is segregated from the othei"S, 

(e) detecting or measuring a biological property of said test cells of step (d), 
and 

(f) identifying combinations of compounds that cause an effect on said 
biological property of said test cells that is different from the effect of each 
compound oflhe combination by iliieir, wherein said identified combinations 
of compounds have potential therapeutic use in an animal. 

The Board contends that tlie method of claims 154-156 is unpatentable as 
being obvious over Slylli in view of West, Burgin, and Chiang. In its reasons 
supporting the rejection of claims 1 54-1 56, the Board makes no inention of the 
requirement in these claims that compounds be tested individually before being 
tested tn combination. Indeed, the Board appears to <werlook the fact that 
steps {a)-(d) of claim 1 54 are veiy di ffereni from steps (a)-(d) of tlie other 
independent claims: the Board stales that Slylli "meets the limitations of steps 
(a) tlu'ough (d) of independent claims 89, 114, 135, 149, and 154, and 
dependent claim 156.'" There is no explanation in the Board's decision for the 
Board's aissertion thai Slylli leaches these steps. No could there be; there is 
nothing in Stylli teaching or suggesting the claimed screening method. 
Moreover, nothing in the refcrcnees newly cited by the Board remedies the 
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deficiencies of Stylli. West, Burgin, and Chiang eiich teaches a method that 
employs pooling of agents. Poolnig i$ employed by researchers sucfi as West, 
Bufgin and Chiang in order lo improve screening efficiency by eliminating the 
requirement that each curnpuund be tested individually. Vor exnmplc, in the 
method described by Weyt at column 1 1, lines 9-40, iind relied upon by the 
Roard, pools of one thousand [potential] inhibitors are screened in wells. If a 
well is lx)und to contain an inhibitor, "ihen the pool can be subdivided into 10 
pools of 100 and the process repeated until an individual inhibitor is 
idenlilied." (col. 11, IL 46-48). Thus, usnig the melhod described by West iind 
beginning with 10 panels of one thousand compounds, a practitioner would 
need test only 10 compounds individually.' In stark coiiUasl, one employing 
the method of claim 154 would first test every conjpound individually to 
identify those that change a particular biological property. Importantly, 
compo\3nds so identified are then combined ciPter their individual activity has 
been discovered, a step thai West and lJurgin, searching fur individual 
compounds having bioh-)gical iicUvity, do not suggest performing. 

Because none of tlie references cited by (he Board teach or suggest testing 
compounds individually and then testing them in combitialion, appellants 
respectfully request Ihul (tie rejection of clainis 154-156 as being obvious be 
withdrawn. 

The Board has accepted the above arguments and has withdrawti its rejection of 
claims 154- 1 56. These claims yre now Iree of all rejections and objections, and are 
therefore allowable. Further search and examination at this stage, after nearly eight years 
of prosecution and a clear pronouncement by the Board, would be inconsistent with 
Office ndcs and policy. Accordingly, applieanls res-pecttijlly request issuance of a Notice 
of Allowance for claims 154-156. 



rhe teachings of tiuri;jn and Chiang are similar to Iho^ or West, and provide riu suppon for Ihc Board's imn'iiv 
thai claims 1 54- 1 56 arc unpatentable as hi: 11141 ijhviuii^i | Poolnotc in original | 
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H lhere are any ctiarges or any credits, please apply thciii to Deposit Account No. 
03-2095- 

Respectfully submitted, 



Date: 



Clark & Elbiiig LLP 
lt)l Federal Stieel 
Hoston, MA 02110 
Telephone: 617-428-0200 
Facsimile: 617-428-7045 
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VNIIXD STATCS D£PARTMENTOFrOMMF,((Ct: 
llnlrcd St^tn PhIcbI ttnil Trsdcniark OTTk* 
AiUfBi: COMMISSIONER TOR ^ATI;^^•5 
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McMMtni, Vifpna 223(3-1^50 



CLARKE ELBING T.I.P 
101 FEDKRAL STREET 
BOSTON, MA 021 10 



02/1 1/2008 



FIRST NAMED INVENTOR 



Brcni R. StockwcU 



A TlORNtV lK)Olf B1 NO CONHRMATION NO 



50I64/002U02 



EXAMINER • 



LirNTXJREN. JEFFRJEY S 



ART UNIT 



PAPifR NUMUEK 



NOTIFICATION DAT£ 



DELIVlillY MODE 



02/11/2008 



ULCCTRONiC 



Flcase find below and/or uttached an Onice communication concerning this application or proceeding. 

The tiiricr period for reply, if «ny» is set in the attached coiiiinunicalion. 

Notice of the Office commuftication was scnl clccironically on above-indicated "Notification Date" to the 

following e-mail addrcss(es)t 

palenllidininistratQr^ctiu'kclbiiig.CQin 



PTOr.-WA (Rfiv. 04/07) 
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Application No. 


ApplicBnt(B) 




Notice of Abandonment 


09/611.835 


STOCKWFIL ETAL. 


EAariilnur 


Art Unit 






Jeff Lunclyren 


1639 





" ThQ MAILING PATE of this communication appears on the cover shoot with tho corrospondcnco addrc^^- 



This appliciitiun is ubdndoncd in view of: 

t H Applicanra failure to lirncly file P pi vptji fuply lu Ihu Offict? leller mailed on 20 Nov Gmbor 2007 

{aj CJ A itply was received on (with a Certificate of Mailing or Transmission dated ), which ia after the expiratk^n of the 

period for reply (including b lol&t extension ot time of monlh(5)) which expired On . 

(b) □ A proposed reply was received on . out it does not consfitiite a proper reply under 37 CFR 1 . 1 1 :i (a) lo the tinal rftjection. 

(A piopar reply under 37 CFR 1,1 13 10 a final rejection consists only of: (1) o limoly TiIhU sirtendment which places Ihc 
application in condition tor allowance: (2) a timely filed Notice of Appeal (with appeal k-o). or (3) a limety fimo ^^eque&l lor 
Contmuea txamingtion (RCE) in compliance with 37 CFR 1.114) 

(c) U A repfy was received on but It docs not constitute a proper reply, or a bona fide attempt »i a proper reply, to the non- 

final rejection. >Jee 37 CFR 1 yno 1 n 1 (See explanation m box / below). 

(d) H No reply has been receiueO 

2- n Applicant's tailure to timely ptav the rcQuired issue fee dnd publication fee, if applicable, within the statutory period of three rnoniiis 
(rom the mailing d^ie Of the Notice of Allowarrce (PT0L-a5). 

(a) G "i^hc issue fee and pubhcaUon lu^;, if ^pphtiitjle, wyx iitijjjivHd on (with a Certificate of Mailiny or Tiananir?slon dated 

J, which 13 liftei tiie oxpiidtioo of the statutory period for puyiiiuni of the i^iiue tee (and pubiicatir>n fee) set in the Notice of 
Altowcncc (PTOL 85). 

(b) □ fhw »uL»viitted fee of $ is insufficient A balance of $ is due. ^ 

The issue fee required by 37 CFR l.lb is ? the pubiicstion lee. if required by 37 CFR 1 1&(d). is % 

(c) □ the isbuu fee and publication fee. if □pplicabic, has not been received. 

3,Q Applicant's failure to timely tile corrected fJfHwiriys us iHC|iJtrt-!(f by. nm\ withm ifie three-month period set in, the Notice of 
Allowybtlity {PTO-37). 

(a) n Proposed cuiiecteU diuwinys were received on (with o Certificate of Mitiliny or Frunamiaaion dated ) which is 

after the expiration of the period for rflply 

(b) CJ No corrected drbwings tiuve been luccived. 

4 □ The lettor of express abandonment which is signed by the attorney or agem of r«cord, ihe awignee of the entire interest, or all uf 
the applicants. 

5. D The letter of express abandonment which tb signed by an attorney or apcnl (uatmy in u tepre^^enlHtive capacity unde- 37 CFR 

1 3^ (a)) upon Ihn filin9 of a continuing appltcstion. 

6. n The decieion by the tSoard of Patont Appeals urid Inliftferencu rendered en and because Ihe period for snnkiny court review 

of Hie dm;i»K>ii has expired and tlkorc are no allowed daims 

7. Hm iwaMKi(») btsluw. 

Mr i^lliveau confirmed that no reply hos t»con tiled in the instant application. 



fBCHARDHUreON.PH.D. 
PRIMARY EXAMINER 

Kclit*ons lo revive under 37 CrR 1 137(a) or (b). Of requests Id wilhdiuw Iht* huUint; ul abandDnmefit under 37 CFR 1 161 . vhoutO DO prompHy filed 1o 
minimize nny noyaUvu LMtCta& on ^Jtutcnl term. 

U.S. Pfltt«( |iM TfPl^maA QWfico " 

HrOL-i43?(Ri>v 044)1) Notice ol AtwRdonment Part of Paper No ^3080205 



P. 13-^13 
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